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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and wilt expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 05 October 2005 , 
2a)n This action is FINAL. 2b)[3 This action is non-final. 

3) n Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 52.53 and 60-63 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 13 Claim(s) 52 and 53 is/are allowed. 

6) 13 Claim(s) 60-63 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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1 .□ Certified copies of the priority documents have been received. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . The instant application has been withdrawn from issue (see the notice dated February 1, 
2006), and an office action follows. 

Status of the Claims 

2. Claims 52, 53 and 60-63 are pending. 

Applicants' amendment to drawings filed October 5, 2005 is acknowledged. Claims 52, 
53 and 60-63 are examined. 

Withdrawn Objection to Drawinss 

3. The previous objection of to Figs. 2A and 2B is withdrawn in view of appUcants' 
submission of formal drawings in the amendment filed October 5, 2005. 

Objection to New Matter Added to Specification 

4. The preliminary amendment filed May 22, 2000 and amendment filed May 12, 2005 are 
objected to under 35 U.S.C. 132 because they introduce new matter into the disclosure. 35 
U.S.C. 132 states that no amendment shall introduce new matter into the disclosure of the 
invention. The added material which is not supported by the original disclosure is as follows: 
The original specification does not disclose 

TAPITDVSLGDELRLDGEEVDMTPMMDDFDLEMLGDVESPSPGMTHDPVSYGMD 
VDDFEFEQMFTDALGIDDFG as SEQ ID NO: 8 and 

ADALDDFDLEMADALDDFDLEMADALDDFDLEMADALDDFDLEM as SEQ ID NO: 9 in 
the Sequence Listing Table (see amendment filed May 12, 2005); and the amino acid sequences 
of SEQ ID NO: 63 and 64 (for herpes simplex virus type 2 VI 6 Genbank Accession number 
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M57289) in the Sequence Listing Table (see annendment filed May 12, 2005), and Sequence 
Listing. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubUcation in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

4. Claims 60-63 are rejected under 35 U.S.C, 102(b) as being anticipated by Bujard et al 
(WO 94/29442). 

Bujard et al teach a system for regulating expression of eucaryotic genes using 
components of the Tet repressor/operator/inducer system of prokaryotes in a host cell, and 
transcription of a nucleotide sequence operably linked to at least one tet operator sequence is 
stimulated by a tetracycline (Tc)-controllable transcriptional activator fusion protein (tTA) which 
comprises two polypeptides, the first polypeptide is a Tet repressor (TetR), which binds to tet 
operator sequence in the absence of Tc, and the second polypeptide directly or indirectly 
activates transcription in eucaryotic cells, e.g., the second polypeptide can be a transcriptional 
activation domain from herpes simplex virus viron protein 16 (VP 16) (page 2, lines 4-14), where 
in the absence of Tc, transcription of a gene operably linked to a tTA-responsive promoter 
(typically comprising at least one tet operator sequence and a minimal promoter) is stimulated by 
a tTA (page 2, lines 17-21). The reference also indicates a host cell can contain a polynucleotide 
moiety encoding a tTA and a gene of interest operably linked to a tTA-responsive transcriptional 
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promoter, where the gene of interest operably linked to the tTA-responsive transcriptional 
promoter can be integrated into DNA of the host cell either randomly (e.g., by introduction of an 
exogenous gene) or at a predetermined location (e.g., by targeting an endogenous gene for 
homologous recombination, the integration of polynucleotide encoding tTA and a tTA- 
responsive promoter, page 3, lines 24-39; claims 60-63), and expression of a gene of interest 
operably linked to a tTA-responsive transcriptional promoter in a host cell can be inhibited by 
contacting the cell with Tc (page 4, line 1-31; page 12, lines 19-37). The tTA in the absence of 
Tc is a DNA binding compound and modulates the binding of the transcriptional activation 
domain such asVP16 to the DNA response element, which meets the criteria of the claims. 
Perhaps claims 60-63 can be amended as follows to differentiate from the prior art: 

60. A molecular switch, comprising: 

(a) a &st nucleic acid construct, having 

(i) a DNA response element for a transcriptional regulatory protein, operably linked to a first 
promoter; 

(ii) a non-native compound binding sequeuce which is the same as, overlapping, or adjacent to 
said DNA response element, for binding to a DNA binding compound; 

(iii) a transgene under the control of said first promoter; and 

(b) a DNA binding compoun d, wherein the DNA binding compound is separate and different from the 
transcriptional regulatory protein ; and 

(c) a second nucleic acid construct, having the coding sequence for said transcriptional regulatory protein 
operably linked to a second promoter; 

wherein said DNA binding compound, whea bound to said binding sequence, is effective to 
modulate binding of said transcriptional regulatory protein to said DNA response elemait and wha*ein a 
first vector is includiug said first nucleic acid construct and a second vector is including said second nucleic 
acid construct. 

61 . A molecular switch, comprising: 
(a) a first nucleic acid construct, having 

(i) a DNA response client for a transcriptional regulatory protein, operably linked to a first 
promoter; 
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(ii) a non-native compound binding sequence which is the same as, overlapping, or adjacent to 
said DNA response element, for binding to a DNA binding compound; 

(iii) a transgoie under the control of said first promoter; and 

(b) a DNA binding compoun d, wherein the DNA binding compound is separate and different fi'om the 
transcriptional regulatory protein ; 

wherein said DNA binding compound, whoi bound to said binding sequence, is effective to 
modulate binding of said transcriptional regulatory protein to said DNA response elemmt and wherein said 
compound binding sequence has from about 8 to 20 nucleotides. 

62. A molecular switch, comprising: 

(a) a first nucleic acid construct, having 

(i) a DNA response element for a transcriptional regulatory protein, operably linked to a first 
promoter; 

(ii) anon-native compound binding sequence which is the same as, overlapping, or adjacent to 
said DNA response element, for binding to a DNA binding compound; 

(iii) a transgeae under the control of said first promoter; and 

(b) a DNA binding compoun d, wherein the DNA binding compound is separate and different from the 
transcriptional regulatory protein ; 

wherein said DNA binding compound, when bound to said binding sequence, is eflFective to 
modulate binding of said transcriptional regulatory proteia to said DNA response elemmt and who-ein said 
nucleic acid construct has from 1 to 12 compound binding sequences. 

63. A molecular switch, comprising: 

(a) a first nucleic acid construct, having 

(i) a DNA response element for a transcriptional regulatory protein, operably linked to a first 
promoter; 

(ii) a non-native compound binding sequmce which is the same as, overlapping, or adjacent to 
said DNA response element, for binding to a DNA binding compound; 

(iii) a transgeae under the control of said first promoter; and 

(b) a DNA binding compoun d, wherein the DNA binding compound is separate and different from the 
transcriptional regulatory protein ; 

wherein said DNA binding compound, when bound to said binding sequence, is effective to 
modulate binding of said transcriptional regulatory protein to said DNA response elemoit and wherein said 
nucleic acid construct has from 1 to 12 tandom repeated transcriptional regulatory protein DNA response 
elements. 
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Conclusion 



5. Claims 60-63 are rejected. It appears claims 52 and 53 are free of prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Kerr can be reached at 571-272-093 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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